
k&S 

I(.()‘> (.0l<l’0l<.?~ IO\ 
‘Jil! I !fllII \VCll,lC 5.F. 
1: 0 ! I1 c: I I , 11 ‘1 ‘1 A (1 2 I 
+~i.4xi.I’~~lfl 3 4 3 $ “fjQ .J/&/ -7 fig :j 9 

January 6,200O 

FOOD AND DRUG ADMINISTRATION 
Dockets Management Branch HFA-305 
12420 Parklawn Dr., Room 1-23 
Rockville, MD 20857 
Attn: Docket Number 953-0158 

Subject: BB IND-7371 
Disclosure of Study Results, and Additional Community Consultation 
Documentation, Protocol AHS02. 

To Dockets Management Branch: 

Reference is made to our Investigational New Drug Application for Humanized Monoclonal 
Antibody Hu23F2G for Hemorrhagic Shock, BB-IND 7371, which was originally submitted 
to the FDA Office of Therapeutics Research and Review on October 28, 1997. We also 
refer to: 

i) Protocol AHS02, entitled “Phase 2B Safety and Efticacy Study of Hu23F2G in Subjects with 
Hemorrhagic Shock” which was included in the original submission. 

ii) The guidelines described in 2 1 CFR 93 12.54(a) which require that Institutional Review Board 
(IRB) information concerning public disclosure be submitted to Docket 953-0158, for clinical 
investigations involving an exemption from informed consent under 2 1 CFRg50.24. 

The purpose of this submission is to provide documentation (21 CFR$50.24(a)(7)(iii)) 
concerning public disclosure following completion of Protocol AHS02. Individual sites IRBs 
have approved the ads included in this submission to apprise the communities, and researchers of 
the completed study. Each ad includes demogaphic characteristics of the research population, 
and the study results. 

Listed below are eight of the IRBs which governed sites that conducted Protocol AHS02. Copies 
of actual advertisements for disclosure of study results as approved by these IRBs are included in 
this submission. 

Committee on Investigations Involving Human Subjects 
University of California - San Diego 
La Jolla, CA 

Human Subjects Review Committee 
University of Washington 
Seattle, WA 
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UT Memphis Institutional Review Board 
University of Tennessee - Memphis 
Memphis, TN 

Human SubJects Research Committee 
Hennepin County Medical Center 
Minneapolis, MN 

Metro Health Medical Center - Institutional Review Board 
Metro Health Medical Center 
Cleveland, OH 

The Colorado Multiple Institutional Review Board 
Denver Health Medical Center 
Denver, CO 

Vanderbilt University Institutional Review Board (Additional information regarding 
community consultation for this site is included in this submission.) 

Vanderbilt University 
Nashville, TN 

University of Missouri - Kansas City Adult Health Sciences Institutional Review Board 
(Additional information regarding community consultation for this site is included in this 
submission.) 

Truman Medical Center 
Kansas City, MO 

If you have any comments or questions regarding this submission, pIease do not hesitate to 
contact me at (425) 415-2297. 

Sincerely, 

Jeff Hesselberg, M.B.A. 
Associate Director, Regulatory Affairs 
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TRAUMA STUDY RESULTS -. . ” ,d- 

mversity of Calif&a, San Diego Medical Center recently participated in a research study to evaluate ’ 
an investigation$;drug that may help severely injured patients. The investigational drug being teste.d is - : 
called Hu23F2G (Luekkest”). The research study is sponsored by ICOS Corporation (Bothelk 
Washington). Hu23F2G acts on the white blood cells and may prevent them from causing damage to the . . 
body’s major organs foIlowing trauma. In order to determine the safety and effectiveness of this new t’ 

. drug, research studied 150 trauma victims at 11 trauma centers throughout the United States. In the 
clinical trial, some patients received Hu23FZG along with standard care and some patients received the : 
standard care for severe injury alone. 

Patients were enrolled into the study in one of three ways. First, patients gave their own informed ‘. ’ 
consent if they were able. Second, if a patient were unable to give consent, then upon arrival in the 
emergency department the hospital staff attempted to reach a family member. If this was successful. the 
family was asked to provide informed assent. Third. if a family member was not located within three - . 
hours, the patient was enrolled under the Food and Drug Administration (FDA) regulations waiving the ’ 
requirement to obtain an informed consent. The effort to locate and inform family continued after the 
patient had been enrolled into the study under the FDA regulations waiving the requirement to obtain an’ 
informed consent. Use of the FDA regulations waiving the requirement to obtain an informed consent in 
this study was approved by the FDA and the Committee on Investigations Involving Human Subjects, 
which is charged with ethical oversight of patient research at University of California. San Diego 

,, 

Medical Center. 

. 

Enrollment into this study was completed on January 26, 1999. Across the entire study, 14% of patients : _ 
signed their own consent, 53% had a family member provide informed assent and 33% were enrolled 
with waiver if informed consent. At University of California. San Diego iMedical Center, 14 patients . 
were enrolled into the study from 4/20/98 to l/26/99. 1 patient signed their own consent. 10 had a family, I 
member provide informed assent and 3 patients were enrolled with a waiver of informed consent. 

In this study, the average patient age was 36 ye& old, males were enrolled about twice as often as 
females. The majority of the patients were Caucasian (58%). followed by African American (35%) and 
other races (17% ). At the University of California. San Diego Medical Center the average patient age 
was 32 years old. 9 males and 5 females were enrolled. The majority of the patient were other races 
(50%). followed by Caucasian (43%) and African American (7%). 

Preliminary analysis of the study has been performed. Hu23F2G appeared to be safe in the patient 
population. A total of 1 I patients (7%) died in the study. The death rate was 10% in patients who 
received standard of care alone and 6% in patients who received HuUF2G. Although the endpoints that “.” 
the study was designed to measure were no different between the patients that received standard of care 
and patients that received Hu23F2G along with standard of care. there was a suggestion that those 
patients who received the higher dose of Hu23F2G had decreased heart and iung failure compared with ’ 
those patient who received standard care only. Further analyses of the data are underway. 

Any questions about this study should be directed to David B. Hoyt. MD at (619) 294-6300. 
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Alpha 2 Omega Presents UCSD Medical Center 
“Rivers of Life” Trauma Study 

AI2 * Voice & Vicwvoint - Thursdw. October 7. 1999 

/ 

On S3nuday. Yovember 6. 
1999. Alph;l 1 Omcys Tmin- 
ing & Retail Cmrcrpramu IU 
Fim Annul Black Tic Benctit 
“Rivers of Life.” This bmcilr 
will be held at [he Holiday inn 
on the Bay. 1355 X. Harbor 
Drive fmm 6 p.m. to IO p.m. 
The Pinduarm Spint hwvds 
will b-e presented to some oi 
San Diem Communirv Lwd- 
et-s .uxi Entreprcncun who we 
dediwted .md cornmined to the 
social and cconomrcal devel- 
o,nnmt znd Jv~ncemenr of 
a& community. .UI guau 2t 
rhrs benefit will enjoy 2 f&u. 
loos fvhion show. buffet. JI- 

j lent uct,o”. DJ SCIVIC~S by 

’ 
Prexkcrnmn Producnon. live 
enten~mmem bv Sir Kioov 

.  

, Marks sn amprov-u-ltmst. 
’ Benme Hemon Poe1 cxtrxxdi- 

nary. dance proJuc~~on by For 
ter-Kiny Dance Collcct~on. 
md s spccxtl CD Debut by 
Yorma H&y xd much more. 

Clothes donud hy Crzi 

Inrcmatioaal. teorgiou. Ls 
Culcn A~oarels. Ekkzbo. De- 
&pzrSt&o ‘ojojyha lnt&a ., . - 
don& Cvllurrr by X+un. lo- 
remsrion4 ,Male. The Red 
Zone. snd Fashion Careers 
College Top Dcs~gners. 

General Admission is 
350.OOmdVlP S100.00Tick- 
N cm be pur:trased Y “It is 
Wotren Booi;storc” in Lemon 
Gmve. Elite .Fzhio”s-Down- 
town San 01ei;o. md hngclu 
Salon In Visa. .ilI funds mscd 
wll benetir A!phn ? Omega 
Tnining md 2eu1l Ccntcr. 

Untversity of Californm. 
San Dtcgo !v[edical Cemn rc- 
Ccnrly prniclpued in a rc- 
sexch srudy to evoluae yl in- 
vcnigational drug that may 
help sewrciy injured patimts. 
The invaugauonal drug being 
tested is called HuXFX 
(LuekAmsr “). Thhcrcsearrfi 
study is sponsored by [COS 
Comoruion (BothelI. Wash- 
in&n). HuZjF2G acts on rhc 
white blood cells yld may prr- 
vent them from crwmg dam- 
ago 10 the body’s major organs 
following traonu. In order to 
dctermme ihc vfny md effec- 
fwmcs.s of th,s new drug. re- 
search nudicd I50 trzumil vic- 

In ih;clinical mai. some pa- 
tienu received Hu23FZG 
ztiorq wrh rrsndwd czc znd 
some paticnrs received the 
stnndord cue ior severe injwy 
2.lonc. 

Ps~cnrr were enrolled into 
the study in one of three ways. 
First. p~ucnts gwc chew own 
iniormed consenr if they were 
able. Second. I~J patient were 
unable to gwe conx~. then 
upon tiv.4 I” the emergency 
depwtmenr Ihe hospual stiff 
a”empted 10 reach x family 
member. If rhls ws wcess- 
fui. :hc 5rmlv WY lskcd to 
provide ini&ned usem. 
Third. 1f2 hmtlymenberrv~ 
not !ocxed wrhm rhrer hours. 
rhe patw” wi~c <“rolled umla 

Results 
the Food md Drug Adminir 
trntion (FDA) regulnrrons 
waiving the requirement to 
obtain a” informed conscm. 
The effon to locate md infomr 
family continued aRn the pa- 
timt had been mrolled into the 
SNdy under the FDA regula- 
dons waiving the rquimnenc 
to obtain 311 informed consmc. 
Use of the FDA regulations 
waiving Ihe requiremmt to 
obtain m informed consmt in 
tti study was qpmved by tke 
FDA and the Committee In- 
vesupations Involving Humao 
Subjects. which is chuged 
with ethical oversight of pa- 
rim research x Unwersip of 
Calfzua San Diego Medtwl 

Enrollment into this study 
W~LI completed on Jam&y 26. 
1999. Across the en”re study. 
14% of patients signed their 
own ~msenf. 53% hJd J fun- 
ily member provide miormed 
z.ssem yrd 33% were enmllod 
with u&w if informed con- 
sent. hr L’nivtrsicy ofC4lifor- 
nia. San Diero Mcdic~l Cm- 
& I-I pat*& were tnrolled 
into the’srudy fmm X0/98 to 
l/?&99. I oaricnr siencd tkew 
own cm&L IO hai a fvniiy 
member provide rnformed as- 
scm md 3 ptticnts were en- 
rolled wth a W~IYCI oi in- 
formed consmnr. 

venity of &lifo& Sm D!. 
qo !vkcIicaI Cemcr the sver. 

were mmlled. The majority o: 
the po<ients wre orha rxcc: 
(50%). followedbyCmcrui;u 
(43)) and African Amencar. 
(7%). 

Preliminary malyris oi :hc 
slody has been performed. 
HuXF?G ~pexed to be saic 
in the patient popuhrion. .4 
totad of 11 pziems (7?/.) died 
in thestudy. Thcdulh mtews 
IO?6 in patimu who rece:vcd 
stzndxd exe Ponc md 6% m 
patients who received 
Ho23F2C. Although rhc eml- 
points that the study XVY fe- 
s&d to rnam-c’*~r~ no dit: 
fercnr bewee” Ihe pnicnts rhnr 
rcccwcd sundvd cue 2nd Pa- 
tients that received Hu13FZG 
along with rturdxd care. rkerc 
was J. sugyest,on thz those 
pxwnts who received Ihe 
higher dose of Huf3FZG ixxl 
dccrevcd hem 2nd :uns htl- 
we compared wrh those pa- 
tients who rcceivcd stxxJxd 
cm only. Further xulyses JI 
the &u. xc undcrrr “y. 
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Advertisement ran in the Seattle Post Intelligencer on December 23, 1999. 
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Advertisement ran in the Seattle Times on December 23, 1999. 

Trauma Study Results 

Plnems uerc wrollcd into the brudy in one of three wyx Plrienu zavd heir own iniormrd consenc if 
lhey wrrc abble. If ~1 pacicnt was unable IO @e conscnt. upon .xrivd in rhe drner_ency dcparnnenr the 
ho,ptcal sfaif ~wmprcd to rexh J hmiiy member. If rhi% ws wccessful. rhe famrly was asked ro 
pmwde informed conwx If a famliy member was nor locaicd whin three hours, the pauenc IUZ, 
cnmlled under rhc? Food and DNP Administncion (FDA1 r@aions wtwng rhc nquircmem to obtin 
an informed consent. The crfon :o Iocxmc 2nd inform ktmilv ~~nnnued ker the pxienr bad been cnmikd 
m the \rudy. L’be oi the FDA rc@nions wwing the rq&cmenc !o obfm an infomd consent in this 
study was ~pprovcd by the FDA ;md Ihc Human Subjects Raw Commiwc. L’nwersity of Washingron~ 
which IS cbar;cd with ethical oversight of parienr rescxch zt Harborview 4hdiczl Comer. 

Enrollnrenc of 4 150 trauma pxienrs was complered on Janus 16. 1959. At Harborview !&dical 
Csmrr. Jf paiena wre :nrolled into fhc rtud~ from 3/3/98 IO I/lmS. So pauena signed their own 
con~m. 16 ilad J family member provide inrormed sonsem and 16 parienu were enrolled wirh a 
wawer cl< int’ormed consent. 

IO rhir aaJp, Ihe wcngc pacwn tee was 36 yrvr aid: malti were enrolled about twice Y often as 
f~~nuks. The majmvy of rhc pm~nrs were Caucasi;ln 153rC I. followed by AMcan American (25%) and 
other races I I7? ). A H&or&w Medical Center the wzrage ?anenr age was 35 years old. 12 maia 
Jnd If1 female5 were cnmlkd. The .najoricy of (he p~~xnrs a~lled were Caxasian (72%). followed by 
Airwan .Amcrtcan ( I681 2nd other nccs (1541. 
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ADVERTliEMENT TO BlDDEkS 

Bids will be received by the Shelby County Schools ol Educalla 
for Emer 

s 
ency Asberlos Abatemenl tar All Shelby Counl 

Schools, helby County, Tennessee. . 
. 

covebase and marllcs. . ’ ;‘,.lJ;.j: 1,;; 

Bids shall be enclosed In a sealed envelope and addrested I 
Mr. Richard Holder-r, Assislanl Superinlen r\n 
Divlslon, Shelby Counly Schools, 7661 WLIiester Road 

Operalion 

Memphis, Tennessee, 36125; and marked ‘Bid lor Emergent 
Asbeslos Abatemenl For All Shelby Counly Schools,‘The naml 
address and lelephone and tax numbers of Ihe Bidder, lhei 
license number.and expirelion dale, tndurance carder, insure1 
smounl and Insurance explrallon dale murl also be placed or 
he oulslde pl the envelope conlelnlng lhe bld. . _, _ 

ill lnlormallon rtiallng lo P bld thall be conlalne~~wllhln lh’i 
1Idder’r caeled envelope, and Ihe ofllcer In charge of blddlnk 
,hall not consider blddln tnlormalion appearlng’oulslde lhs 
mvelope conlainlng saldid. x . I.. :. ..:; 
;onlract documents may be examined pi thr&ttowng locallons: 
I. Plckrrlng Envlronm’enlat ConrUllrnlr, Inc.; l75r 

b Madison Avenue, Sulle 500, Memphla, Tenqe 
w*..l*...&, .! ‘.* * 

fu :.3q104 

.P.Y. Podgo Plrn Room, 5665 Rldoewev C$&Parkwav, 
Memphla,Tennessee, 36120. 

Memphla Area ui~oril~ donkcio?: 
Walker, kiemphls, Tennessee, 36167. 

. 

1: Unlfarm Ctrllflcallon Agency, 4111 Wesl Perk Loop, 
Bulldlng 46, Unlverslly of Memphis, Soulh Campus, 
Memphis, Tennessee, 38111. . ’ 

?omplele eels of doilrecl Documenle may be oblrlned locno 
:harge.el lhe ofllct of Ihe Deslpner efler September 6, 1999. 

Tiaunh Study Results. . ‘8’ 
The University of Tennes- 

see-Memphis recently partici- 
formed assent. aThird, if a 
famil 

patient age was 36.years-old, 

pated in a research study to cate J 
member was not lo- males were enrolled aboul 

within three hours, the’ twice as often as females, 
evaluate an investigational patient was enrolled under 
,drug that may hel 

The majority of. the patients 

injured patients. 7 
severely 
he study 

the Food and Drug Adminis- were Caucasian (5&I%), fol- 

was conducted‘at The Re- 
gional. Medical Center at 
Memphis’ (The MED) Elvis 
Presley Memorial Trauma. 
Center. The investigational 
drug being tested is called 
Hu23F2G (Let&Arrest ). The 

the study under the FDA rolled. The majdrityoffhepa- 
regulations waivin the re-. tie&s were African-Amerfcgn 
quirement to obta n: an In; B 
formed consent; * Use of the’ 

, followed by Caucasian 

FDA regulations waiving the ’ 
and other races (4%). 

Preliminary analysls.of the 
I: requirement to obtain an. in+ :: study ;has been performed. 

blood ceils and may prev&it: ‘..formed consent In this stud ‘.: 
them from’causing damage to ij;‘:was :ap x 

Hu23F2G eared to be 

e 
rqyed. by. the FD 

the-body’s’major or ans fol- :.*-and the niversity of$Tennes- 
’ ,i’safe in this 

ap 
pat P ent population 

lowing trauma., jn or er to d@$N$fi;.;lgmp.bfs I,@5titutlonal‘~ 

liveness of.this new:rhg f ’ 9 

A total of 11 patients (7%) 

lermrnB”the’safety and.ef@ 1 $h ‘y&w, 8’ 
. died in the study.VTho’death. 

.#rd,. which Is.klrate wa~lO?q:l” patientswho 

searchers studied , i 
.*.-..)bfi ‘iged wli tithical overslght’ received s “‘n ’ 8 cz ard (if care 

0.‘:. ‘of patient research at Univer- . alone and 6% in patienfs who 
trauma victims at 11 trauma: .i, sit 
zenters throu hout the United 

of Tennessee-Memphis. received Hu23F2G: Although 

B 
L E 

States, inclu ing The MED’s 
nroilment into this study 

was completed on January 
the points that themstudy was 

Trauma Center.’ In the clini- .. 26, 1999. Across the entire 
designed to measure were no 

:al trial, some 
0 

atients 
different between the patlenls 

:eived Hu23F2 
re- ’ study, 14% of patients signed . that received standard of care’ 

along with 
standard care and some par 

their own consent, 53% had ‘: and the patients that received 

ients received the’standard, 
a family member 
formed assent an cf 

rovide.in? .Hu23F2G along with standard 

:are for severe injury alone. 
33% were . of care, there was a sugges- 

Patients were enrolled into 
enrolled with waiver of in- ;.tion that those patients who 

he study in one of three 
formed consent. At the Uni- :. received .the higher dose of 
varsity’ of Tennessee-Mem- Hu23F2G had ,decreased 

Ma s. 
Y 

Fast, patients gave phis, 26 patlents were en- 
he r own informed consent if :, rolled into the study from 6/ 

heart and lung failure com- 

he 
.paredwith those patients who 

were able. Second, ,if a: .18/98’to l/24/99. - Fourteen ;‘;’ receivedstandard care only, 
)at ent was unable to give Y patients signed their own con: ..: Further analyses of the data 
:onsent, then upon arrival In .‘; sent, 11’ had a family mem-’ : are underway. 
he emergent 
he hospital sta 1 

department 
attempted to 

ber provide informed assent . Any questions about this’ 

each a family member.. If thls 
and 1 patient was enrolled; study should be directed to 

vas successful, the family 
*, with a waiver of informed con- Timothy Fabian, MD at 901- 

sent. * 
vas asked to ‘provide in: In this study, the average 

448-5914. * 
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Trauma. St-gdy ,Resdts 
The University of Tennes- 

see-Memphis recently partici- 
pated in a research study to 
evaluate an investigational 
drug that may help severely 
injured patients. The study 
was conducted at The Re- 

8 gional Medical Center at. 
2 Memphis’ (The MED) Elvis 
u Presley Memorial Trauma 
Z Center. The investigational 
Z drug bein tested is called 

Hu23F2G LeukArrest ). The 9 
research study is sponsored 

l&S Corporation 
fl$othell Washington} 
Hu23F2d acts on the white 
blood .cells and may prevent. 
them from causing damage to 
the body’s major organs fol- 
lowing trauma. In order to de- 
termine.the safety and effec- 
tiveness of this new drug, re- 
searchers studied 150 
trauma victims at 11 trauma 
centers throughout the United 
States, including The MED’s 
Trauma Center. In the dini- 
Cal. trial, some patients re- 
ceived Hu23F2G along with 
standard care and some pa- 

g 
tients received the standard 
care for severe injury alone: 

0 Patients were enrolled into 
5 the study in one of three 
z ways. Frrst, patients gave 
2 their own informed consent if 

they were able. Second, if a 
patrent was unable to give 
consent, then upon arrival in 
the emergent 

5 the hospital sta 
department 
attempted to 

reach a family member. If this 
was successful, the family 
was asked to provide in- 
-.. . 

formed assent. Third, if a 
famil member was not lo- 
cate cl within three hours, the 
patient was enrolled under 
the-food and Drug Adminis- 
tration (FDA) regulations 
waiving the requirement to 
obtain an informed consent. 
The effort to locate and inform 
family continued after the pa- 
tient had been enrolled into 
the study under the FDA 
regulations waiving the re-. 
quirement to obtain an in- 
formed consent. Use of the 
FDA regulations waiving the 
requirement to obtain an in- 
formed consent in this study 
was approved by the FDA 
and the University of Tennes- 
see-fvlemphis Institutional 
Review Board, which is 
charged with ethical oversight 
of patient research at Univer- 
sity of Tennessee-Memphis. 

. Enrollment into this study 
was completed on January 
26, 1999. Across the entire 
study, 14% of patients signed 
their own consent, 53% had 
a famiIy member provide in- 
formed assent and 33% were 
enrolled with waiver of in- 
formed consent. At the Uni- 
versity of Tennessee-Mem- 
phis, 26 patients were en- 
rolled into the study from 6/ 
18/98 to, l/24/99. Fourteen 
patients sicjned their own con- 
sent, 11 had a family mem- 
ber provide informed assent 
and 1 patient was enrolled 
with a waiver of informed con- 
sent. 

. In this study, the average 

I .-.. .. 
patient age was 36years-old, : 
males were enrolled about *:: 
twice as often as females. ‘; : 
The majority of the patients a 
were Caucasian (58%). fol- ‘:;‘! 
lowed by African American ’ 
(25%) and other races (17%). zz i 
At University of Tennessee- g : 
Memphis the average patient z I 
age was 36 years old, 20 * 
males and 6 females were en- 

5 .I 

rolled. The majority of the pa- 
= 
g ! 

tients were African-American 1 
, followed by Caucasian 
and other races (4%). 

:, 
, . 

Preliminary analysis of the a 
study has been performed. f 
Hu23F2G appeared to be . ..*. 
safe in this patient population 
A total of 11 patients (7%) 

, 
I : 

died in the study. The death 
rate was 10% in patients who 

:: 
v. 

received standard of care :. 
alone and 6% in patients who 1 
received Hu23F2G. Although 
the points that the study was 

: : 

designed to measure were no 
._ ;. 

, 
different between the patients 
that received standard of care . . . i 
and the patients that received 
Hu23F2G along with standard 
of care, there was a sugges- 

.,., : 
1 

tion that those patients who .g 
received the higher dose of z J. 
Hu23F2G had decreased z : 
heart and lung failure corn- $.. 
pared with those patients who = ; , 
received standard care only. I 
Further analyses of the data : ... 
are underway. 

Any questions about this : 
study should be directed to 
TirothIQbian, MD at 901- 

..:..’ ’ 
. ’ 

- . 
. 
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Advertisement ran in the Star Tribune on November 29,1999. 

Trauma Study Results 

a@mdeswasemitdaboaf 
were Cqumim~ (58% I foibwtd 
tkmqxC~~~~tyMe adGofa 1 

d8femdeswaaendkd.Ihb 
7%), fotlawed by Afriam Aumiam (30%) 
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Advertisement ran in the Plain Dealer, Monday, September 27, 1999. 

,. . 2. : ,‘;I . ._ .C . . - , ;:’ !T : . :;:‘* . ‘. : ‘. , t ,_ ‘. ; 
.,.: . 

A. 
.4. Trauma Study Results Reported i.$.; :;: :;:,.,;‘;.: ‘i Y, ,: .’ 1;; .,: . 
a; MetroHealth Medical Center recently participated in a research study to evaluate h &stigatio& drug : :,-.,) 
43, 
li; 

that may help severely injured patients. The investigational drug being tested is called Hu23F2~~~:~~,.~‘, 

,L, 
(LeukArrestTM). The research study is sponsored by ICOS Corporation, &aced in &hell; Washingto& I”. 

* 
Hu23F2G acts on the white blood cells and may prevent them from causing damage to the body’s major ‘:. 
organs following trauma. In order to determine the safety and effectiveness of this new drug, reseamhers :::.:.L: 

:i _ studied 150 trauma victims at I1 trauma centers throughout the United States. In the clinical trial, some ’ : .~ 
.Y. patients received Hu23FZG along with standard care and some patients received the standard care for .. : ~ 
i’ severe injury alone. . 

‘.. .:, 

I- Patients were enrolled into the study in one of three ways. First, patients gave their own informed consent 
,.r 2 if they were able. Second, if a patient was unable to give consent, then upon arrival in the emergency 
,, department the hospital staff attempted to reach a family member. If this was succe&l, the family was : : 

’ 
-* 

asked co provide informed assent. Third, if a family member was not located within three hours, the 
patient was enrolled under the Food and Drug Administration (FDA) regulations waiving the: 
requirement to obtain an informed ionsent. The effort to locate and inform fdmily continued after the 

’ patient had been enrolled into the study under the FDA regulations waiving the requirement to obtain 
an informed consent. Use of the FDA regulations waiving the requirement to obmin an informed consent 
in this study was approved by the FDA and the MetroHealth Medical Center IRB, which is charged with 
ethical oversight of patient research at MetroHealth Medical Center. 

Enrollment into this study was completed on January 26, 1999. Across. the entire study, I4 percent of ’ 
. patients signed their own consent, 53 percent had a family member provide informed xxnt and 33 
. . percent were enrolled with waiver of informed consent. At MetroHealth Medical Center, 2 patients were i 
. enrolled into the study from October 15,1998 co December 7,1998. One patient signed his own consent, 

‘S. one patient had a family member provide informed assent, and no patients were enrolled with a waiver 
. . of informed consent. 

.: In this study, the average patient age was 36 years old, and males were enrolled about twice as ohen 
as females. The majority of the patients were Caucasian (58 percent), followed by African 

8 + American (25 percent) and other races (17 percent). AC MetroHealth Medical Center, the average 
patient age was 60 years old, one male and one female were enrolled, and 100 percent (both) of die 

._ patients were Caucasian. _ . 
t’* Preliminary analysis of the study has been performed. Hu23F2G appeared co be safe in this patient 

population. A cotal of 11 patients (7 percent) died in the study. The death mce was 10 percent in patients 
who received srandard care alone and 6 percent in patients who received Hu23RG. Although the 

. . endpoints that the study were designed to measure were no different between the patients that received 
L. , 

.,’ 
standard care and the patients that received Hu23F2G aIong with standard care, there was a suggestion 
that those patients who receiveii the higher dose of Hu23F2G had decreased heart and lung failure 

., compared wirh those patients who received standard care only. Further analyses of the data are underway. 
‘? 

’ 
Any quescio’bs about this study should be directed to Mark Malangoni, M.D., clinical chairperson, 
Department of Surgery, ac (216)778-8324. I 

‘. II 
‘1. .’ 

-I MetroHealth Medical Center 
t 

2500 MerroHealth Drive I 
Cleveland, Ohio 44109-1998 
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Reportc dcl Resultados dcl Estudio de Tr;luma 

Metro Health Medical Center recientemente participo en un estudio de investigacibn para 
evaluar una droga que estaba siendo investigada que puede ayudar a paciemes sevenmente 
heridos. La droga investiynda que esth siendo probada es llamada Hu23FX (LeukArrestTM). 
EI astudio’de investigation esui patrocinado por ICOS Corporation, localizada en Bothell, 
Washington. Hu23FZG acttin en las ctlulas blancas de In.sangre y puede prevenir et que cstns 
causen dai’io a 10s 6rganos mayores del cuerpo despds de un trauma. En orden pan detrrminar 
la seguridad y la efectividad de esca nueva droga, 10s estudiosos estudiaron a 150 victimns en 
I1 centros de trauma a travls de 10s Estados Unidos. En cl proceso clinico, algunos pacientes 
recibieron Hu23FZG junto con el cuidado rutinario y algunos pacicntes recibieron el cuidado 
rutinario para heridas sever-as solamente. 

Los pacientes fueron enrolados en el estudio en una de tres formas. Primero, 10s pacient$ 
dieron su consentimiento infornicndo si estaban dispuestos. Segundo, si un paciente no estaba 
dispuesto a dar su consentimiento, entonces al anibar al departamento de emergencia ei 
personal de1 hospital intentaria alcanzar a un miembro de la famiIia. Si esto fue posible, se le 
pregund a la familia el proveer un consentimiento informar. Tercero,. si un miembro de la 
familia no fue localizado dentro de tres hot-as, cl paciente fue enrolado bajo ias regulaciones de 
la -Food and Drug Administration- (FDA) levantando el requerimiento de obtener un consenti- 
miento informado. EI esfuerzo de localizar e informar a la farrtilia contindo despues de que el 
paciente fue enrolado en el estudio bajo las regulaciones de la leDA levantando e1 requetimien- 
to de consentimiento. El use de Ias regulaciones de la FDA para levantar el requerimiento para 
obtener un constntimiento informado en este estudio fue aprobado par la FDA y el 
MetroHeahh Medical Center IRB, cl cual esta a cargo de sobre ver la Ctica de 10s estudios en 
10s pacientes en el MetroHealth Medical Center. 

El enrohuni&o de este estudio fue completado el 26 de enero de 1999. ,A travb de .todo el 
e-studio. i4 par ciento de 10s pacientes firmaron su propio ‘consentimiento; 53 par ciento tuvie- 
ron a un miembro de la famiba para prover cl consentimiento informado y 33 par cimto fue- 
ron enrolados con levantamientos de cqnsentimientos informados. En MetroHealth Medical 
Center, 2 pacientes fueron enrolados en el esnidio del 15 de octubre de 1998 a ci 7 de 
diciembre de 1998. Un paciente firm6 su propio consentimiento, un paciente two a un 
miembro de la famiiia que proveyo cl consentimiento informado, y ningdn paciente fue 
enrolado con un levantamiento de consentimiento informado. 

En este estudio, cl paciente promedio fue de 36 ties de dad, y 10s varones fueron enrolados 
coma dos veces mh que las mujeres. La mayorla de 10s pacientes fueron’blancos (58 por 
ciento), seguidos por 10s Afro Americanos (25 par ciento) y on-as razas (17 par ciento). En 
MetroHealth Medicat Center, la edad promedio de! paciente fue de 60 adios. uno var6n y uno 
mujer fueron enrolados. y ambos pacientes wan blancos. 

El andlisis prcliminar dal estudio ha sido hecho. Hu23FX aparece coma seguro en esta 
poblacidn de pacientes. Un total de I I pacientes, (7 par ciento) murieron en el estudio. La taza 
de muerte fue de un 30 par cientq.en pacientes que solo recibieron el cuidado rutinario y de 6 

‘par ciento en pacirntes que recrbreron Hu23F2G. Aunque 10s puntos tinales pan 10s que el 
estudio fue disetido a medir no fueron diferentes entre 10s pacientes que recibieron cuidiulo 
rutinario y 10s pacientes que recibieron Hu23FX junto con 10s cuidados rutimrios, hubo una 
sugrrencia de que esos pacientes que recibieron Hu23RG habian disminuidd fallas de1 comzfjn 
y 10s pulmones comparados con aqueflos pacientes que recibieron cuidado rutinario solamente. 
Anriiisis fufuros de la data es&n de camino. 

Cuaiquier pregunxa acerca de este estudio puede ser dirigida a Mark Malangoni, M.D., 
prcsidente clinico, Departamento de Cirugia. al (3 16) 778-832-L 

MetroEXealth Medical Center 
-- =- . 2500 MetroHealth Drive 

Cleveland, Ohio 44109-1998 





Adw-tisement ran in the Rocky Mountain News on Tuesday, November 9,1999. 

Trauma Study Results i 
t 

Denver Health Medical Center recently participated in a research study to evaluate an investigational druo that i 
may help severely injured patients. The investigational drug being tested is call Hu23F2G (L&Arrest”): The 
research study is sponsored by ICOS Corporation (Botheil, Washington). Hu23F2g acts on the white blood 
cells and may prevent them from causing damage to the body’s major organs following trauma. In order to 
determine the safety and effectiveness of this new drug, researchers studied 150 trauma victims at 11 trauma 
centers throughout the United States. In the clinical trial, some patients received Hu23F2G along with 
standard care and some patients received the standard care for severe injury alone. 

Patients were enrolled into the study in one of three ways. First, patients gave their own informed consent if 
they were able. Second, if a pa?ient were unable to give consent, then upon arrival-in the emergency 
department the hospital staff attempted to reach a family member. If this was successful, the family was asked 
to provide informed assent. Third, if a famiiy member was not located within three hours; the patient was 
enrolled under the Food and Drug Administration (FDA) regulations waiving the requirement to obtain an 
informed consent. The effort to locate and inform family continued after the patient had been enrolled into the 
study under the FDA regulations waiving the requirement to obtain an informed ccnsent. Use of the FDA 
regulations waiving the requirement to obtain an informed consent in this study was approved by the FDA and 
the Colorado Multiple IRE, which is charged with ethical oversight of patient research at Denver Health 
Medical Center. 

Enrollment into this study was complete on January 25, 1999. Across the entire study, 1496 of patients signed 
their own consent, 53% had a family member provide informed assent and 33% were enrolled with waiver of 
informed consent. At Denver Health Medical Center, 4 patients were enrolled into the study from lo/21198 to 
12/14/98. No patients signed their own consent, 4 had a family member provide informed assent, and no 
patients were enrolled with a waiver of informed consent. 

In this study, the average patient age was 35 years old, males were enrolled about twice as often as females. 
The majority of the patients were Caucasian (58?‘0), followed by African American (25%) and other races 
(17%). At Denver Health Medical Center the average patient age was 24 years old, 3 males and 1 female were 
enrolled, The majority of the patients WereCaucasian (775%) followed by other races (25%). 

Preliminary analysis of the study has been performed. Hu23F2G appeared to be safe in this-patient 
population. A total of 11 patients (7%) died in the study. The death rate was 10% in patients who received 
standard of care alone and 6% in patients who received Hu23F2G. Although the endpoints that the study was 
designed to measure were no different between the patients that received standard of care and the patients 
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Advertisement ran in the Denver Post on Wednesday, October 27, 1999. 
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3cnver Health Medical 
Center recenllv wrtlcioaf- 
ml In u reseorrh studv to 
eVahOle an Irlvesfl~otlm 
Jruo thut ma” helo severe- 
tv InlurCd Pallent* The In- 
vesttgatlunol drug belno, 
tesled Is calleu HU23F2C 
(CeukArrest). The re- 
searcn studv Is rwnsored 
bv ICOS ‘31 ~oratloo (Both- 
at. Warhlngtad Hu23F2G 
uCtS an the “.4ltte blood 
crlis Olld may Dl event 
them from causlno Jam- 
0°C to ttrc bauV’5 nralar CT- 
rJun* Ictlawing trauma In 
order to determhc the 
rofefy and effectlvenes5 ot 
this new drw. researchers 
studied Is0 trauma victims 
of II trauma centers 
throughout tne uoltcd 
Stales. In Ihe clinlcal l~ial~ 
seme ~08mnts rtcetvea 

iu27FZG alonc~ with ston- 
jord care and *ame PO- 
tcents recelvad the ston- 
sord care for severe lniurv 
JIOIW. 

Pullants were enrolled Into 
ttw stuuv in one ot thrse 
wovs. FIra, Datlcno qave 
IheIr own Wormed con- 
sent It they were abie. Sec- 
ond. I? u ootient were un- 
ubla lo CJIVC consent. then 
~DOII arrcvol II-I the emrr- 
wncv Ueparfmurrt the ho*- 
PItaI slot) attemoled to 
reuch a famltv member. If 
IhIS WUI SuCCes~fuI. the 
lumily was asked to two- 
v tcte inlarmed assent. 
Third. it a fomiiv member 
was not located withln 
Ihrea hours, the oatienf 
wu3 enrolled under the 
food and Oruo Actminis- 
trattan (FDA) regulations 
watvlna the reauirement 
to abtotn an Informed can- 
sent. The effort to locote 
and lnlarm fomllv contln-, 
ued after the oatlent had; 
been enrolled Into the, 
studv under the FDA regu-. 
lollons walvlng the re- 
aulrement to obtom an In- 
tarmeu consent. Use ot the 
FDA reoutottans watvtng 
Ihe requIremen: to abtoin 
an Intamed consent in this 
study was oooraved bv the 
FDA and ma Colorado Mul- 
tiote IRB. wnlch Is charged 
with ethlcal aversloht ot 
Dotlent reseafch 01 Oenver 
Health Medtcul Cnrter. 

Enrollment Into this study 
was COmpleleU on JOTIUOTV 
:Fu:lt:y the ontIre 

of Dottent 
rloned their own cansent. 
53% hod a lamllv “srmber 
orovlde lntormed assent 
and 33Y. were enrolled 
wth wolvsr ot intarmed 
cmsent. At Oenvrr Heallh 
MeJlcol Center. 4 ~&tents 
wwo onrotted Into the 
sturlv from 10121/98 to 
12/14/Y& NO ealIer~:s sion- 
ed thelr own consent, 4 bad 
0 lumtty member provide 
Inlormau ussent, ond no 
~~llellfJ were enratled 
with Q waiver ot Informed 
COtlSent. 

In thts studv. the averwe 
outlenl arm was 36 veurs 
otd, moles were enrotted 
about rwice as otten as fc- 
motes. The malwltv ot the 
oatlenls were Cuucaslan 
(58%). tollowed bv Alrtcan 
American (Z?.‘.) and other 
racer (17%1. At Denver 
Health Medlcol Center the 
averaoe oat lent age was 24 
v-s Old. 3 rrralel and 1 
temule wet e enrolled. The 
tnolal’tlv at we patients 
were Cu~c0sia11 (75%). fob 
lowed bv other rocts 
(2s:;). -. 

Prallmlnwv aatvrls ol the 
sWlv hus beet1 oalafmed. 
Hu23FOG OOoeaCed to be 
sate rn twr Wllent PcnJub- 
tlan A totot Ot II Wtt.snts 
(7Y.) died in the stud% The 
OmtlI rate ~40s 10% in pa- 
tknts who received start- 

I 

dard of care atanr old 6% 
1st nallcnts who recctved 
Hu?3F2’G. Altltouctt~ the 
endoainls that the studv 
wus desloned to “waure 
were no dllferent between 
lhe rmllenfr thot receiv& 
StandOTd Of Core a”d lhe 

: ~aItcnfs that received 
tiu23FZG along with sttm-! 
Uard al care, there wue a 
su~~estitlon that lhosa PO- 

. ltents who recetvad the 
. htohsr doss oi nu23F2G 

hod decreased hwt und 
lung lotlure compuc’ed with 
those batlents who re- 
celved standard care anlv. 
Furthef MOIVSUS ol the do- 
to ore underway. 

Any questlans abaut this 
sturlv stuxutd be directed to 
Ernest E. MOafe. MD 01 

,j303, 436-6556. 





Advertisement ran in the VU?vlC Reporter on October 22, 1999. 

Study of new drug to 
treat injured concluded 

Vanderbilt University Medical by the FDA and VUMC’s 
Center recently participated in a Institutional Review Board, which 
research study to evaLate 
Hu23FzG, an investigational drug 

is charged with ethical oversight 

that may help severely injured 
of patient research at the medical 
center. 

patients. The drug acts on the 
white blood ceils and may pre- 

EnroiIment into’ the study was 

vent them from causing damage 
compIeted in late January. At 

to the body’s major organs foilow- 
VUMC eight patients were 

ing trauma. 
e.nroUed into the study. None of 

In order to determine the safe- 
the patients signed their own con- 

ty and effectiveness of this new 
sent, all eight had a family mem- 
ber provide informed assent, and 

drug, researchers studied 150 no patients were enrolled with a 
trauma victims at 11 trauma cen- waiver of consent. 
ters throughout the United States. 
In the clinical trial, some patients 

Nationally, 14 percent of 

received Hu23F2G along with 
patients signed their own consent, 

standard care and some patients 
53 percent had a family member 
provide informed consent and 33 

received only the standard care percent were enroUed with waiv- 
for the severe injury. et of informed consent. 

Patients were enroUed into the 
study in one of three ways: 

Preliminary analysis of the 

l patients gave their own 
study has been performed and 

informed consent if they were 
I+23F2C appeared to be safe in 

able; 
this patient popuiation. A total of 

* if a patient was unable to 
11 patients nationwide, or 7 per- 
cent, died. The death rate was 10 

give consent, on arrival in the 
Emergency Department, hospital 

percent in patients who received 

staff attempted to reach a famiIy 
standard of care aIone and 6 per- 
cent in patients who received 

member, and, if successfu1, the HuZ3F2G. 
family was asked to provide 
informed consent; 

Although the endpoints that 

* if a family member was not 
the study was designed to mea- 
sure were no different between 

located within three hours, the the patients who received stan- 
patient was enrolled under the dard of care and those who 
FDA regufations waiving the received the investigational drug 
requirement to obtain informed aiong with standard of care, there 
consent. 

Efforts to locate and inform 
was a suggestion that those 

family continued after the patient 
patients who received the higher 
dose of HuZ3fX had decreased 

had bt?en enroIIed into the study 
under the FDA reguiations waiv- 

heart and lung failure compared 
with those patients who received 

ing the requirement to obtain an 
informed consent. Use of the FDA 

standard care only. Further analy- 

regulations waiving the require- 
ses of the data are under way. 

ment to obtain an informed con- 
Any questions about this study 

should be directed to Dr. john 
sent in this study was approved Morris at 5136-0175 W 
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Trauma Study Results 
bnderbiit University Medical Center recentty participated in a research srudy to evaiuate an investiga- 
onal drug that may help severely injured patients. The investigational drug being tested is called 
iu23FZG (LeukArrest-). The research study is sponsored by ICCJS Corporation (Eathell, Washington). 
iu23F2G acts on white blood Cells and &y p&vent them from causing damage to the body’s &ajdl 

xgans ‘following trauma In order to determine the safety and effectiveness of this new drug, researcher: 
iudied 150 trauma victims at 11 trauma centers throughout the United States. in the clinical trial, some 
latients received Hu23F2G along with standard care and some patjents received the standard care fo 
severe injury alone. ’ 

aatients were enrolled into the stU* in one of three ways. First. patients gave their own informed consen 
i they were able. Second, if a patient were unable to give consent, then upon arrival in the emergena 
department the hospital staff attempted to reach a famiiy member. If this was successful, the family wai 
asked to provide informed assent. Third, if a family member was not located within three hours, the patien 
vas enrolled under the Food and Drug Administration (FDA) regulations waiving the requirement to obtair 
m informed consent. The effort to locate and inform family continued after the patient had been enroll= 
nto the study under the FDA regulations waiving the requirement to obtain an informed consent. Use o 
he FDA regulations waiving the requirement to obtain an informed consent in this study was approved b) 
he FOA and the Vanderbilt University IRB. which is charged with ethical oversight of patient research a 
landerbitt University Medical Center. 

%rollment into this study was completed on January 26. 1999. Across the entire study, 14% of patient: 
:igned their own consent, 53% had a family member provide informed assent and 33% were enrolled witi 
uaiver of informed consent. At Vanderbilt University Medical Center, 8 patients were enrolled into thr 
#tidy from 12/19/98 to l/25/99. No patients signed their own consent, 8 had a family member provide 
Iformed assent, and no patients were enrolled with a waiver of informed consent. 

I this study, the average patient age was 36 years old. males were enrolled about twice as often as 
amales. The majority of fhe patients were Caucasian (!58%), followed by African American (25%) ant 
ther races (17%). At Vanderbilt University MedicalCenter the average patient age was 33’years old. ‘7 
lales and 1 female were enrolled. The majority of the patients were Caucasian (75%). followed by African 
,merican (25%). 

‘reiiminarj analysis of the study has been performed. Hu23F2G appeared to be safe in this patient pop- 
lation. A total of 11 patients (7%) died in.the study. The death rate was 10% in patients who received 
tandard of care alone and 6% in patients who received Hu23F2G. Although the endpoints that the study 

ras designed ro measure were no different between the patients that received standard.of care and the 
atients that received Hu23F2G along with standard of care, there was a suggestion that those patients 
rho received the higher dose of Hu23FZG had decreased heart and lung failure compared with those 
latients who received standard care only. Further analyses of the data are underway. . 

Iny questions about this study should be directed to John morris, MD at 615-936-0175 





VUMC 
to fight 

testing new drug 
hemorrhagic shock 

by John Howser the body’s white blood cells. 

Vanderbilt University Medical 
Centeis Division of Trauma is 
studying a new investigational 
drug designed to combat hemot- 
rhagic shock. 

The drug. Hu23FtG, will be 
tested in approximately 150 
patients at 12 medicai centers 
around the country in a waiver- 
of-consent shady. 

In cases of severe blood loss 
and shock after major injury, 
patients have about a 25 percent 
to 50 percent chance of dying 
with current treatments. One of 
the causes of death is damage to 
the heart, hmgs, liver, and other 
organs cad by over-activity of 

Shock ..; 
continzud from pmt page 

teins. It works by stopping 
white blood cells from sticking 
to the insides of blood vessels 
and causing damage. 
Sometimes when people are in 
shock, their white blood cells 
become toi active and attack 
their own body. Ifs this 
increased activity of the white 
ceils, usually brought about by 
very low blood pressure and 
decreased blood flow, which 
may lead to organ failure or 
death : 

For Hu23EZG to work effec- 
tively it must be administered 
as soon as possible following 
injury. Patients chosen for the 
study wilthave the drug admin- 
istered wiGin three hours of 
arrival at VhlC:- _- 

Some severeiy injured 
patients that meet study criteria 
will be unabie to give informed 
consent to participate in the 
study, and will not have family 
members immediately available 
to provide consent for them. 

Food and Drug 
Administration (FDA) and 
Department + Health and 
Human Serviies (DHHS regu- 
lations that went into effect on 
November 1, 1996 allow 
Vanderbilcs Institutional 
Review 8aard the authority to 
waive idOl7IWd consent 
requirements in some acute care 
dinic;lI lnwstigations such as 

this. 
“We ire ay encouraged 

that a drug like this may repre- 
sent a breakthrough in our abil- 
ity to reign in, or bring more 
under contmi, the inflammatory 
respmse auociated with hem- 

“We already have clinica 
experience looking at the intlam- 
matory response process with 
another dms simiIar to 
Hu23F1G; said Dr. John A. 
Morris Jr., Director of the 
Division of Trauma, and the 
study’s principal investigator. 
“What’s new For us is that we 
will be studying this dmg poten- 
tially under waiver of consent 
and that will allow us to get the 
drug to more individuals than in 
prior studies.” 

Hu23FZG is a humanized 
monoclonal antibodv derived 
from human and a&ma1 pro- 

Advertisement ran in the VUMC &px--ter 

on December 11,1998. 

VUMC’s Division of Trauma is taking part in a multkenter study of 
a new drug to combat hemorrhagic shock 

orrhagic shock,” he said. 
Morris believes that 

Vanderbilfs typical trauma 
patient is at an even greater risk 
of death from hemorrhagic 
shock than patients at other 
level-one trauma centers 
around the countrv because of 
the large geographic area cov- 
ered by LifeFligh;ht. 

‘The risk of shock is proba- 
bly higher at a place like 
VanderbiIt because we service 
such a large catchment area. 
Patients are coming to us hav- 
ing had this inflammatory 
response being initiated hours 
before they ever arrive,” he 
said. 

“Many trauma centers locat- 
ed in large cities have carc.hment 
areas covering a very smal1 ter- 
ritory and control occurs much 
sooner.” 

For this reason .Llorris 
believes that tiu23F2G. or a 
drug with similar capabilities, 

would be of geater benefit to 
Vanderbilrs patients and other 
patients from rural areas than 
perhaps a more urban patient 
population. 

Morris says that the very 
patients that stand to benefit the 
most from an experimental 
drug like Hu23F2G are also the 
most difficult to enroll in an 
acute aiticai care study. 

“LiieFlight can bring these 
patients here much sooner than 
their families can get here. The 
waiver of consent will allow us 
to match the patient population 
with the greatest need, i.e. the 
mrai community, with a mecba- 
nism that will ailow us to enroil 
them in the study,” he said. 

i 
L 

For questions reprding 
waiver of consent studies, 
please contact a representdive 
of the Vanderbiit Medical 
Center Institutional Review 
Board at 322-2918. # 



Advertisement ran in the Tennessean on December 24, 1998. 

Vanderbilt 
Can study 
new g 
m Hopes ire to better 
surv.ival chances for 
trauma patients 
BvBlL.l!wDER 
Staf Wrirer 

Doctors at Vanderbilt University 
Medical Center have received per- 
mission to conduct an unusual study 
of a new drug that may improve sur- 
vival among trauma patients. 

What’s unusual is that the drug, 
which studies suggest may reduce 
the damage done to the body by 
shock, will be given to severely in- 
jured patients without first getting 
their consent or the consent of their 
family members. 

That’s because the medication 
must be given within three hours af- 
ter patients arrive at the emergency 
room. Many trauma patients are 
physically unable to give their con- 
seng and in many cases their famiiips 
don’t arrive at the hospital until 
hours after lifesaving treatment has 

: ‘This is a remarkably safe drug 
given our stiIl-limited experience 
with it,” said Dr. John A Morris Jr., di- 
rector of the division of trauma at 
Vanderbilt “We get several hundred 
trauma patients a year who could 
benefit” from it. 

b&er$&earch conducted 
e&afGsnter, approved a 
a syu@k blood product 

ients. 
&y &o v&ved the con- 
irem&.- 
&d bss approved the pr@ 
‘dy of .ple trauma drug, 

tificatkm Of the public. 
inioripation, or to sub 

v the study, call 

Trauma - severe injuries suffered 
in accidents or assaults-is the Iead- 
ing killer of Americans ages 14 

When trauma causes severe blood 
loss, low blood pressure and de- 
creased biood flow can occur, result- 
ing in shock. These patients have a 
i?iXkX% chance of dying - in part 
because of an inflammatory re 
sponse to lmuna that damages the. 
body-3 internal organs. 

White blood ceils - which nor- 
mally fight infections - mistakenly 
3artattackingthebody’sowntissues+’ 
leading to iIdammati0~. organ fail- 
ureanddeath . 

“‘What we all believe is, the eariier 
you can interrupt this damage _. the 
better the patients are going to do,” 
Morris said. 

The new drug, known only by the 
acronym Hu23FZG, is &I antibody 
that has been made in the laboratory 
to attach specifically to white blood 
cells. 

Animal studies suggest that the an- 
tibody can prevent the white blood 
cells from sticking to the insides of 
blood vessels and causing damage. 

For it to be approved for wide use, 
however, testing cannot be limited to 
animals and the laboratory “It’s im- 
portant for us to look at (it) in the real 
world as opposed to the test tube,” _- . .- 

: MOlTlS Said. 
1 That’s why Vanderollt is pianning 
the unusual study. 

: In 1996, the U.S. Food and Drug 
. Administration approved new rules 

that allow hospital review boards to 
i waive informed consent require 
! merits for studies involving desp&- 

ately ill patients and potentiaiIy life- 
j =h&heIq-v 

Vanderbilt’s 
Institutionai ‘sew Board; which 

V %rn to PAGE 5A, Column 4 

i 

study new trauma drug’ $ 
the Institutional Review Board at 
322-2918. 

Each year, a ut 200 patients 
treated for uau rnr at Vanderbilt die 
from their injuries, medical center 
offkials say. 

Vanderbilt has MiddIe Tennes 
see’s only Level I trauma center, 
which treats the most severe inju- 
ries. 

The leading causes Oi trauma 
deaths at Vanderbilt. are motor ve- 
hicle accidents, followed by gunshot a*. 

wounds. 
I ; 

.i. 
More than baif of the 207 &aum& : 

patie,nts who died at Vanderbilt *Jul$ .j 
1997-July 1998 were aged 15456.; 
medical center officials said. :; 

Residents of rural areas are at; 
significantly higher risk of dying; 
from trauma, because it takes them : 
longer to be brought to trauma ten- r 
ters like Vanderbilt’s They aiso ; 
may be most likely to benefit from s 
the new drug, Morris said.= :’ s b 

at 
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Advertisement ran in the Kansas City Star on November 10,1999. 

-- 
Truman Medical Center - West recently participated in a research study to evaluate an ~erimental drug that may 
help severely injured patients. The inwsstigatlonal drug being tested is called Hu23FPG (LeukArrest’Y). Theresearch 
study is sponsored by KOS Corporation (gothell, Washington). HuP3FZG acts on the white blood cells and may --.. 
prevent them from causing damaqe to Vie body’s major organs following trauma. In order to determine the safety 
and effectiveness of vlis new drug, researchers studled 150 trauma victims at 11 trauma centers throughoot the 
United States. In the clinical &tat, some patlents received Hu23FPG along with standard care and some&ems 
received me standard care for severe injury alone. -f 

-. 

Patients were enrolled into the study in one of three warr. First, patlents gave their own informed con%+ iev 
were atrle. Second, if a patient were unabie to give consent, then upon arrival in the emergency depanment the 
hospital staff attempted to reach a family member. If this was successful, the family was asked to provide informed .._-. 
assent. Third, if a family member was not located within three hours, the patient was enrolled under the Food and 
Drug Administration (FDA) regulations waiving the reguirement to obtain an informed consent. The effort to tite 
and inform family continued after the p8tient had been enrolled into the study under the FOA regulations waiving 
the requirement to obtain an informed consent. Use of the FDA regulations waiving the requirement to o&in an 
informed consent in thts study was approved by the FDA and the University of Missouri--¥Kansas City AdUiC&.Edlth 
Sciences IRB, which is charged with ethical oversight of patient research at Truman MediCdl Center - Wesr 

Enrollment into this study’was completed on January 26, 1909. Across the enrire study. 149 of pdtrents siqnid their 
own consent. 53”. had a famrlv member provide informed assent md 33 6 ‘*ere znrolled with warver of infokned 
consent. At Truman Medical Center - West. 1 patient wds enrolled into the study on lP/l2l98. This patient was : 
enrolled with a waiver of informed consent. 

-. 
in :his study the average patient age wds 36 years old, males were enrolled about twice ds often as fernares. The i 
mdjorty of me pdtients were Caucasian (58%). followed by African .4merican (25%) and other races (17%. At f 
Truman Medical Center - West the patient age was 37 years and he was an African American male. 

Prelimrnary analysis of the study has been performed. Hu23FZG dppeared to be safe in this patient populadon. A 
total of 11 patients (7%) died in the study The death rate was 5. f 10 “.: in pdtientf who received standard&care 
dlone and 6, (6%) in patients who received Hu23FPG. Although the endpoints that the 5tvcV was desmd to * 
measure were no different between the patients that recerved standard cf care and the patrents that t?Ze+ed i 
Hu23FZG slonq with standard of care, there was a suggestion thdt those patients who receked the h1gh-e of ; 
Hu23F2G hdd decreased heat7 and lung failure cornoared with :hose patients who received standard c~onlY. ’ 
Further dndk.eS of !he ddt8 are undewav. -. 

-. 

.*nv ouestionr +xut this studv rhculd be direc:ed to Kendall ‘-\cYabnev. .MO st (316) 556-3679. Et 
-- .._ . __ - 



Advertisement ran in DOS Mundos in the November II- November 24, 1999 issue. 

,Truman Medical Center - West recently’participated in a research study to ei&atk ‘ah 
experimental drug that may help severely injured-patients&&e investigational ‘drtigbeini 
tested, is called Hu23FZG (LeukArrest N). ,, The,, research study is sponsored’,by. ICQS 
Corporation (Bethel, Washington). Hu23F2G, acts: ou.,the white blood cehs and may prevint 
them from ‘causing. damage to the body’s major I iorgans following t~auma”?~I.n : ordeifto 
determine the safety and effectiveness of this new’drug, researchers studied 150 trau& 
victims at 11 trauma centers throughout the United States. ‘In the clinicai trial, sot@ patients 
received Hu23F2G along with standard care and some patients received the standard c&e 
for severe injury alone. :,., J: ., 
,:.‘. ,’ 

,,,. 
.: ... ,,’ 
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Patients were enrolled into the study in one .of three ways. First, patients gave’ their ‘&I 
informedconsont if they were able. Second, if a.patieat were unable to give consentithen upon 
arrival in the emergency department the hospital staff attempted to reach a family member. 
If this was successful,. the family was asked to provide informed assent. Third, if a, family was 
not located within three hours, the patient was enrolled under the Food and DrugAdministr&on 
(FDA) regulations waiving the’ requirement’ to obtain an informed consent. * The effort. & 
locate and inform family continued after the patient had been enrolled into the study under 
the FDA regulations waiving the requirement to obtain an informed consent. Use ofthe FDA 
regulations waiving the requirement to ob&xin an informed consent in this study w&‘approvtid 
by the FDA and the University of Miss&i-Kansas City Adult Health Sciences IBB, which 
is charged with ethical oversight of patient research at Truman Medical Center ,” We& “1’ ,a_: I_‘. 

l,. . . . , ;_. . ?.’ : . . 
1 

Enrollment into this&dy was c&p&id on’Janua& 26,1999. Across the kntiie stud; .i4-& 
:of patientssign_ed__tP_~i.~~o~ consent, 53% had a fami1.y member provide informed asseAt and 
33% were enrolled with waiver of informed consent..-’ At Truman Medical Center -‘West, 1 
patient was enrolled into the study on l2/12/98. This patient was enrolled with a waiver of 

__ informed consent. .“$...r’ .: ..:. . , ” . ‘* .; _.. ‘.-. . ..;: .’ ,j.. . . . . 
. . ;.; ,.,{,J. .- . ..-. ,. a.;: :> ,; . 7:’ * *-,.. - ‘.‘. . ,.,,:‘* , _.: : .’ :., .: I... 
In this study; the average patient age was 36 iears’bld, maies were enrolled about twice as 
often as females. The majority of the patients were’ Caucasian (58%), folIdwed by African 
American (25%) and other races (17%). At Truman MedicaI Center - West the patient age 
was 37 years and he was an African American male. _. 

.: 
Preliminary analysis of the study has been performed. Hu23F2G appeared to be safe in this 
patient population. A totai of 11 patients (7%) died in the study. The death rate was 5: (10%) 
in patients who received standard k 
Hu23FZG. 

care alone and 6, (6%) in patients who received 
Although the endpoints that the study was designed to measure were no different 

between the patients that recCived standard of care and the patients’ that received Hu23F2G 
along with standard care, there was a suggestion that those patients who received the 
higher dose of Hu23F2G had decreased heart and lung failure compared with those patients 
wJ$-ryived standard CT r? F@&er an#yses of the data are undew ,~? 

-- : . . .- . 
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Advertisement ran in The Kansas City Globe on November 11, 1999. 

. . 

experimental drug that may help severer+ .injurod. patients. The’: &v&tigationd drug 

being tested is called Hu23F2G (Leukkrrest). The research study is sponsored by ICOS 
Corporation (Pothell, WA). Hu23F2G.‘act’s on the white blood cells and may prevent them 
from causing damage to the body’s major organs following trauma. In order to determine 
the safety and effectiveness of this new drug, researchers studied i50 trauma victims at II 
trauma. centers throughout the United States. .In the clinical trial, some patients received 
Hu23F2G along with standard care and’some. patients received the standard care for 
severe injury alone. . 

Patients were enrolled into the s&dy in one of three ways. First, patients gave their 
own informed consent if they were able. Second, if a patient were unable to give consent, 
then upon arrival in the emergency department the hospital staff attempted .to reach’ a 
family member. ‘If this was successful, the family was asked to provide informed assent. 
Third,‘if a ‘family member was not located &&in ttiee hours, ‘the’patient was en,roUed 
under the Food and Drug Administration (FDA) regulations waiving the requirement to 
obtain an informed consent.’ The effort to locate and inform family continued after the 
patient had been enrolled into the study under the FDA regulations waiving the require- 
ment to obtain an informed consent. Use of the FDA regulations wai&g the requirement. 
to obtain in informed consent in this study was approved by the FDA and the University of 
Missouri-Kansas City Adult Health Sciences IPB, which is charged with ethical oversight 
of patient research at Truman Medical Center-West. 

Enrollment into this study was completed on January 26, 1999. Across the entire 
study, 14 percent of patients signed their own consent, 53 percent had a fady member 
provide informed assent, and 33 percent were enrolled with waiver of informed consent. 
At Truman Medical Center-West, 1 patient was enrolled into the study on 12/12/98. This 
patient was enrolled with a waiver of informed consent. 

In this study, the average patient age ‘was 36, years old, males were e&led about 
twice as often as females. The majority’ of, the patients were Caucasian (58 percent) 
followed by African American (25 percent) and other races (17 percent). ‘At Truman 
Medical Center-West, the patient age was.37 years &d he was an African American male.., 

Preliminary analysis of the study ha& b&n performed. Hu23F2G appeared to be safe in’ 
this patient population. A total of II patients (7 percent) died in the study.. The death rate 
was 5, (10 percent) in patients who received standard of care alone and 6, (6 percent) in 
patients who received Hu23F2G. Although the endpoints that the study was designed to 
measure were no different between the patients that received standard of care and the 
patients that received Hu23F2G along with standard of care, there was a suggestion that 
those patients who received the higher dose of Hu23F2G had decreased heart and lung 
failure compared with those patients who received standard care only. 
the data are underway. 

Further analysis of 

Any questions about this study should be directed to Kendall McNabney, MD at 8i6- 
556-3679. 



Advetiisement ran in The Call during the week of November 12, 1999. 

Truman Studv ResuIii. 
“J”‘man Medic$l Cent~r~~W~~~~e~e~t~~,~a~~p~r- 

ed in a research study to evaluate an experimental 
drug”that may- help”se&elj; &&red patients.’ The 
investigational drug b&g tested is &led’Hu23F2G 
(L&kArrestT”). Th e r&arch study is $&isored by 
ICOS Corporation (BothelI, Washington). H&3FZG 
acts on the white blood ceils and may prevent them 
from caysing damage to the body‘s major organs 
foIIotiing‘fraurr)a. In order to determine the safety 
and effectiveness of this new drug,. researchers . . 
studied 150 tra&tia victims at 11 &u&a centers 
throughout the United States. Iri the clinical trial, 
some patients received Hu23F2G along with stan- 
dard care and some patients received the’ standard 
care for Tvere injur$ alone. ‘.’ .: 1 l * +e’: .,. 
‘??ati&ts we&’ enr&ed in&the &t,d$ .in’one of 
three ways. First, patients gave their o&n ,infonned 
cons&t if they were able. Second, if a patient were 
unabIe to give consent, then upori arri;aI in the 
emergency department the hqspi+ staff‘aitempted 
:o reach a famiIy member. If this was su.&ssful, the 
‘amity was asked to provide irifo&&d assent. 
I’hird, if-a family member was not l&ate: &thin 
:h?ee hours, the petient was enroll& &der the 
?ood and Drug Administration (FDA) &gulations 
waiving the requirement to obtain an i&&d cdn- 
;ent. The effort to Iocate ‘and inf&n fdm’ily contin- 

.I . 
alter the patient has been enrdlI&d 

,tudy under the FDA reguIatiotis waiiring the 
equirement to obtain an informed consent. Use of 
he FDA regulations waiving the requirement to 
lbtain an informed consent in this stiidy was 
pproved by the FDA and the University of Mis- 
ouri-Kansas City Adult Health Sciences. IRB, +i& 
s charged with ethica oversight of patie*. research 
It Truman MedicaI Center - West.. -.. ..: ,, :; .’ ’ 

Enrollment into this study was completed on Jan- 
lary 26, 1999. Across the entire study! 14% of 
Tatients signed their own consent, 53% bad a family 
nember provide informed assent and S3’70 were 
?nrolIed with waiver of informed cons&t: At Tru- 
nan Medical Center - West, 1 patient was. enrolIed 
nto the study on 12/12/?8. This paii’e 
mroiled with a waiver of informed cons&’ 
In this study, the average patient age V&S 36 years 

II& ‘males were enrolled about twick as’often as 
females. The majority of the patients &&re Cau- 
casian (58%), followed by African Ameri’can (2570) 
and other races47~). At Truman Medic&Center - 
West the patient age was 37 years and. 
African American male. ‘, . ’ :-.; 

Preliminary analysis o,f t+ study h,a+,been per- 
formed. Hu23F2G appeared to be .s&z in this 
patient population. A total of 11 patie@.(? 
in the study. The death rate was 5, (lO(r?>.in patients 
who received standard of care alone and 6, (6700 in 
patients who received Hu23F2G. Alth&& the end- 
points that the study was designed to’&&& 
no different between the patients that’$@iyed stan- 
dard of care and the patients that ‘feceived 
H&F2G along with standard of care;‘tFiere was a 
suggestion that those patients who ‘i&@ived the 
higher dose of Hu23F2G had decreaskd heart and 
lung failure compared with those piti’ent 
received standard care only. Further atiafy’sis .-. 





Brochure placed at the Jackson County Health Department clinics and at Truman Medical Center for community consultation purposes. 

.,. :.! tiu23QG is anYexperimental 
;&4ill be t@ed,an.fa(ldom!y’ 
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